
DEPARTMENT OF HEALTHANPlHUMeN.SERVi.~ES 

Food and Drug Administration 

-- . m.. a 

[UocKer NO. o3N-O016] 
t%tififjf” T. tjrLDcsMA 

Agency Information Collection &&itiGs; Subniission for OMB Rev.iew; 

Comment Request; MedWatch: The FDA Medical :Product$ Jjeporting 
;> 

Program 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

* ~ I _ j. 1.. ,I .z_ ._<c .,“,,^ ,_*_._,.. ,_ ,.,“, x .,_.) ..%,“>, ,)_. ,, ._a x_ 

SUMMARY: The Food and Drug Administration (FDA) is announcing that the 

proposed collection of inforwtiq listed Bela Kay bee~,.s~k$@!. @ the ,. L I ,_, 

Office of Management and Budget (OMB) for review and clearance under the 

Paperwork Reduction Act of 1995., 

DATES: Fax written comments on the informatio.~“,cpl~~~t~~~n Provisions bY 

[insert date 30 days after date of publication in the Federal Register]. 

ADDRESSES: OMB is still experiencing significant d,elays in the regular mail, 

including first class and express mail, and messenger deliveries are not being 

accepted. To ensure that comment5 on @e igfcrAG@&n collection area T,x&ygd, .I ._>,>..r *q.< ,r -,,, ,s. I 

OMB recommends that written comments be eleqtronically mailed to 

sshapiro@omb.eop.gov or faxed to the Office of Information and Regulatory 

Affairs, OMB, Attn: Stuart Shapiro, Desk Officer for FDA; FAX 202-395-6974. 

FOR FURTHER INFORMATION CONTACT: f(aren L, Nelson, Office of Information ..S”. / 

Resources Management (I-IF&250), Food and Drug Administration, 5600 

Fishers Lane, Rockville, MD 20857, 301-827-1482. 
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SUPPLEMENTARY l~_FQf?M,I~lqt$ In compliance with 44 6S.C. 3507, FDA has > __^ 4 , 

submitted the following proposed collection of information to OMJ3 for review 

and clearance. 

MedWatch: The FDA~I@dic?l Products Reporting‘ Program (OMB Control .“.< ,/* +..,,a 3,). :. <w >x*_/ .,. 
Number 0910-0291)-Extension 

Under sections 512,513,515, and 903 of the Federal Food, Drug, and 

Cosmetic,Act (the act) (21 U.S.C. 360b, 36Oc, 360e, and 393); and section 351 

of the Public Health Service Act (42 U.S.C. 262), FDA has the responsibility 

to ensure the safety and effectivenesg sf.drugs, biologics, and devices. Under 

section 50?(a) of the act (21 U.S.C.. 352(a)), a drug or device is misbranded 

if its labeling is false or misleading. A drug or d&ice is misbranded under 

section 502(f)(l) of the act if its labeling does not bear adequate warnings for 

use, and under section 5&2(j) of the act if it is dangerous to health when used 

as directed in its labeling. 

Under section 4 of @e Dietary Supplement Health and Education Act of 

1994 (the DSHEA) (21 U.S.C. 341), section 402 of the act (21 U.S.C 342) is 

amended so that FDA must bear the &&-,.qf proof to show a dietary 

supplement is unsafe. 

To carry out its responsibilities, the agency needs to be informed whenever 

an adverse event, product problem or medication error Occurs, Qnly if FDA 

is provided with such informatiqn, will the agency be able to evaluate the risk, 

if any, associated with the product, and take whatever actiqn is necessary to 

reduce or eliminate the public’s exposure to the risk through regulatory action 

ranging from labeling changes to the rare product withdrawal. To eusure t& 

marketing of safe and effective products, certain adverse events must be 

reported. Requirements regarding mandatory reporting of adverse events or 

product problems have b.9~~ ,Godified in parts 310; 314,600, and 803 (21 CFR 

, 
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parts 310, 314, 600, and 803), specifically %310..365, 314.80, 314.98, 600.80, ’ 

803.30, 803.40, 803.50, 803.53,803.56. 

To implement these provisions for reporting of adverse events, product 

problems and/or medication errpr w<ifh ,~,edicatio~,~,.devices, bi+gics, and 

special nutritional products, as well as any other products that are regulated 

by FDA, two very similar forms are used, Fo.m,~,&.s3$fi$,i: !g$ for voluntary _ -. .i /) I -2,. _f” ;^iiv ,,()_ ,,” 

(i.e., not mandated, by law or regulation) reporting ‘of adverse events, product 

problems and medication errors by health professionals and the public. Form 

FDA 3500A is used for mandatory reporting (i.e., required by law or .,.. ..d,.x 

regulation). 

Respondents to this collection of info,rrnation are health professionals, I. _/ ..,m. n. p*_d . . “./ -3 .w..it.i,.**ri~.4i” 

hospitals and other user$acilities (e.g., nursing homes, etc.), consumers, and 

manufacturers, packers, distribut.ors, and importers of biological and drug 

products and medical devices. , j 

II. Use of the Voluntary Version (FDA Form 3500) 

The voluntary version of the-form is used to submit, all adverse, event, 

product problems, and medicatiorrerror reports not mandated-by Federal law 

or regulation. 

Individual health professionals are not required by law or regulation to 

submit adverse event, product problem, or medication error reports to the <_>.. 

agency or the manufacturer, with the exception of certain adverse reactions 

following immunization with vacc$nes ,as m:andat~ed. by the National Childhood 

Vaccine Injury Act of 1986. Those~mandatery reports are submitted by 

physicians to the joint FDA/Centers for Disease Control and ,Rrevention, 

Vaccines Adverse Event Reporting System (VAER$) on the VAERS-1 form (see 
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http://www.vaers.org/pdf/vaers for pdf version), r@her than the FDA 3500 or 

3500A forms. 

Hospitals are not required by Federal law or regulation to submit adverse 

event reports, product problems, or medication errors ass.ociated with 

medications, biological products, or special nutritional products. However, 

hospitals and other user faGilitieg are required by Federal law to report medical 

device related deaths and, serious illnesses or injuries. ‘ / ̂ IIp.ll >_ / $L44. ,_*....., ? _.,,. %. 

Manufacturers of dietary supplements do not have to prove safety or 

efficacy of their products prior to marketing, nor do they have mandatory ’ 

requirements for reporting adverse reactions to FDA. However, the DSHEA 

puts the onus on FDA tp prove that a particular product is unsafe. The agency 

is dependent on the voluntary reporting by health professionals and consumers 

of suspected adverse events associated with the u*s,e, of dietary supplements. .I . ..L i ,> ” . 

III. Use of the &lgmdgt~ry Version (FDA Form 35O!lA) 

A. Drug and Biologic Products 

In sections 505(j) and 704 (21 U.S.C. 374) of the act, Congress has required 

that important safety information relating to all human prescription drug 

products be made available to,FDA so that-it can take appropriate action to, . . 5 -6. .* *,d CC^ ..“” -. , 

protect the public health when neces,s,ary. Section ,702 of the. act (2i U.S.C. 

372) authorizes investigational powers to FDA for ,enforcem,ent of the act. 

These statutory requirements regarding mandatory reporting have been 

codified by FDA under parts 310 and 314 (drugs) and 600 (biologics). Parts 

310,314, and 600 mandate theuse, of the FD,A.,.Form 3500A form for reporting ,. !..““:” ii,‘.~.,‘.~r:ll,~.l..-- )‘“e*lx‘s~ , * _ , 

to FDA on adverse -events that occur with drugs and biologics. . . . .-_.s. “. ” r. ̂ ,.d _ 1. j ,.ilL ,.,. “..... I. _ ,,.,. a_ ,-,_, *, rlh*~r 
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(Note: Most pharmaceutical, manufacturers already use a l-page modified --em * ., - /_*, ^ ._,” ~., /, ,,,., i,.,r~.“l.~^.,,, 

version of the 35004 form ,where section G from the back of the form is “h i ., ,. _, “,.../i.,> ‘ ill ...‘.!YM%x.i.b. -7 ii ii y9”‘.‘*$. :*% I, _” .^.a/ ,* _, 2, ,‘:;, * /.” _,. \ 2 

substituted for section D on the front of the form.) / ,,a .*ll.-“-; i-. *WA I_( ,,., ir. .A*.~.,:~<wn; j ) 

B. Medical Device Products / 

Section 519 of the act (21 U.S.C. 360i) requires manufacturers, packers and 

distributors and importers of devices intended for human. us,etoestablish.apd -_ 

maintain records, make reports, and provide information as the Secretary of 

Health and Human Services may by regulation reasonably require to assure 

that such devices are not adulterated or misbranded and to otherwise assure I^ . . (1 /,. , /I ,.-+.us”i.~ “‘,.:“,- *:I**:, ,(,‘ j(, .,., Ilix<.~i-‘li *-is-. “ST>, ;,v,,‘**.>y\.? I ,.;(>.$l, i ,V,,‘$\ g,,p;.- C‘.Z,, & ,*+ j, ),) , : I ; 

its safety and effectiveness. The Safe Medical.~.~~~ilce~I=t q$.,$.~YJ ~~:qt&$ , , 

section 519 of the act to require that user facilities, such as hospitals, nursing 

homes, ambulatory surgical facilities and outpatient treatment facilities report 

deaths related to medical devices, to FDA and to the manufacturer, if known. .,.l. ,* * / ., ._I ,iP%w.,$ ,_., * :c.;... ;;“.1 “‘r”..i ;1 d: ., ,) 

Serious illnesses and injuries are’to be reported to the manufacturer or to FDA 

if the manufacturer is not knovn, These statut,ory requirements regarding 

mandatory reporting have been codified by FDA under part 803. Part 803 

requires the use of the FDA ,Porm 3,506A. for mandatory reporting to FDA on _ ._.. XI”, d.,i j ,,,., <“,*,_, ,s_v. 

medical devices. 

The Food and Drug Administration Modernization Act of 199?e@n&ated ;,,. ,,_ ‘4”. .~_‘ ._( __ _. 

the reporting requirements for domestic distributors of medical devises, In ,- j s.+ /\ ,.““, .<./, %\ **. *z .-‘-ii 

addition, section 303 of the Medical Device User Fee and Mqdernization Act i ,. !.Ti ,i._,1 , “” I., .*u>“i. *,;c.*~-- il. li_“..x :I.” _. _ 

of 2002 directs FDA to.modjfy the MadWatch mandatory and voluntary forms 
: 

to facilitate the reporting of information. by user facilities or distributors, as 

appropriate relating to reprocessed single-use devices, including the name of 

the reprocessor and whether the device,has been reused. .w. ,,.,, ~ . .._ ‘i., “.“,_/,. *,.i,I* . . . . \ ,, ,. 1. / .” . 
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Used in Medical Therapy ,,,.” . . . -i.il . . . . ,.* .,.. ,)L.“+.“+, j,) ; / ,_ /,., \ C. Other Pqoducts 

There are no mandatory requirements for the .reporting of adverse events 

or product problems with products such as dietary supplements. 

FDA estimates the burden for completing the forms for this collection of 

information as follows: 
TABLE 1 .-ESTIMATED ANNUAL REPORTING. BURDEN _/ 1 

.I. 
No. of Annual Frequency Total Annual Hours per 

FDA Center/(21 CFR Section) Respondents per Respotise Responses Response Total Hours 

,/ ./ ” ._, jx ,_ I .; “,_ , ,?.--1* ..;._,o (:.*. _. I : ) :_- . ,, : ., _, 
CBEWCDER 

^. 1, 
Form 3500 20,074 1 20,074 0.5 10,037 

Form 3500A (59310.305, 314.80,314.98, and 600.80). 600 s 463.86 278,315 1.0 278,3i 5 
_._ x .., I <*. >*,- ,” ,I II _“e. ,.‘“, , e,p.* ( j ,“Z-.. , ‘..“,r::“.~...“~;‘~,“~ _,$ ,-.:T.,:l I>. ‘7...~.‘,l‘v ^ 1, _ .I.. .” ,? i ,/i...: i.i, > ..,_ ._,;> ‘.._ 

CDRH 
. . 

Form 3500 3,252 1 3,252 0.5 1,626 

Form 3500A (part 803) 1,935 33 63,623 1.0 63,623 

§803.10 2,845 2.4 6,828 .17 1.160 
~, 7 _ .,I ../ , -,I ,* .._ ,,_*: ,,,) __y”/,, 1,, ~.._ ;/ :,*“, ,j / : “, .j ” ,_. ,, . . _ ,,: : 

CFSAN 
/ _ 

Fon 3500 895 1 895 0.5 448 

’ 
. 

Form 350UA (no mandatory requirements) 0 0 0 1.0 0 
” .i “. .i / . : ,,, “L. .___ , ., ..@^ ‘1’ ~.i~,.i.,i,“r. ,, .“~A..‘T *-” I ,‘,. ,A (_>. ,.“i”.. 

Total Hours 355,209 
. .,I ..” ._.I ,“i^,,,, “. _ ,.,. ,/, ., I”” ^.r,.i.da~l;lrl, *.em,A.i.’ ,‘.*r*i,4.&1~ rii i, *, 4;... ..%ii. ,: , ~” , .: ,$ )-: _.~ : ., *ws,i:rr ,, 

Form 3500 13,271 
< i ,I -,.e ,---1__. ,ilr..i_l i/ _, .,,,. *,..;* ,_ &.; 

Form 3500A 343,098 
(NOTE CBER = Center ,or Bjo,ogics E”a,“atio”’ and Resedgh; .ddgh-r e~~~~~~~~~~;c~~~~~)~~~~~~j~~~~~~~~~~~~~~~~~~~f~~~~~~~~~~~ ep+ii&&%Adi ., ’ - 

Health; and CFSAN L Center for Food Safety and Applied Nutrition. FDA Form 3500 isyfor voluntary reporting; FDA Form 3500A IS for mandatory reporttng.) 

The figures shown in table 1 of this documentare based on, actu,al ,cale&ar . . L . 

year 2002 reports and respondents for each center 8and, type of report. 4 ..I. .,_ 

In the Federal Register of February 10, 2003 (68 FR 6752), FDA published 

a 60-day notice requesting public comment on theinformation collecti+on., ,_. _ ~I-,rv--i(lr- ;u*-~/*,X=..W” o.‘,**“* _, II j j _“_, 

provisions. Two comments fromorganizations (Health Industry Manufacturers 

Association and Baxter Healthc,are Corp.) were submitted. In general, the 
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comments supported the reinstatement of the 3500A form with little or no ,;i”“‘,,, . . . . ,,, -,: .,.” -. A.,,,,..,r ..:, ?_ ;: ,,l .l,s”,~iw‘c !. ,, I_, __.I r _, ,.,: i_ “_, _., -,^ , 

modification since most manufactureSs,ga.d made investments in systems that ; ,,1, -. “1. ._ +. s _,_ *,*~>,m.~‘;+:‘ 3. 4 4i.,p .‘,.r;‘# 

produce computer facsimiles of the form, Roth organizations also questioned 

the need for a medical device “BaselineReport,” saying that most of the _1. h. 1 < ., : +- 

information is already provided to FDA w either t,be $$I!~.~ .&s e: through 

the Medical Device. registration and listing process. 

FDA recognized the impact that a major modification of the, ,35gOA form 

would have on computerized systems in place across the pharmaceutical and 

medical device. industry. In addition, the agency agreed that there is I 

redundancy of certain -data elements ,among the 3500A, Baseline Report and 

the Medical Device Registration and Listing Process. However, the agency also 

felt that certain elements found on the baseline form and not duplicated .^I .l*.~*.ll,. A.~.,. i* ,.. ,, L%>*>, *,_,e ~ .*.ss “. 3 /, ;*.;,.w *..“, ,. ; A,, _ .,d&. “2,. i i \ ,,_ _ 

elsewhere were essentia!, At that time, experience, with the ,use ,&be 3,5”@& _ A‘& .“/, .iu,, ^, __. ,, . ., II _“G.,. _/ 

for mandatory medical device reporting and the need to colllect,Sn~~rm,~tio~. _ , _ _ 



found only & the baseline report led the agency’in i9W tS propose ti major 
/ 

_: 
Dated: 

A# 2 4 ;.x 

April 24, 2003 '- ' 
I_., .,, ! 

” , 

Jeffrey Shuren 
Assistant Commissioner for qolicy 

[mR DOG. 03-????? Filed ??y??-03; 8:45 am] 


